510(K) SUMMARY

This summary of 510(k) safety and effectiveness information is being submitted in
accordance with the requirements of SMDA 1990 and 21 CFR §807.92(c).

The assigned 510(k) pumber is: ¢ E3 5' i1y

1. Submitter:

Shenzhen Mindray Bio-medical Electronics Co., LTD
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park, Nanshan, Shenzhen,

518057, P. R. China

Tel: +86 755 2658 2888
Fax: +86 755 2658 2680

Contact Person:

Tan Chuanbin

Shenzhen Mindray Bio-medical Electronics Co., LTD

Mindray Building, Keji 12th Road South, Hi-tech Industrial Park,
Nanshan, Shenzhen, 518057, P. R. China :

Date Prepared: October 24, 2008

2. Device Name: DC-3/DC-3T Diagnostic Ultrasound System

Classification

Repgulatory Class: 11

Review Category: Tier 11

21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (90-IYN)
21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (90-1YO)

21 CFR 892.1570 Diagnostic Ultrasound Transducer (90-1TX)

3. Marketed Device:

The subject device is substantially equivalent in its technologies and functionality to the
original DC-3/DC-3T Diagnostic Ultrasound Systemn that is already cleared under
premarket notification number K081320, and the other predicate devices are listed below:
Mindray M5 (K083001), Mindray DC-6 (K072164).
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4. Device Description:

The DC-3/DC-3T Diagnostic Ultrasound System is a general purpose, mobile, software
controlled, ultrasound diagnostic system. Its function is to acquire and display ultrasound
images in B-Mode, M-Mode, Color mode, PW mode, CW mode, Power mode, DirPower
mode or the combined mode (i.e. B/M Mode). This system is a Track 3 device that
employs an array of probes that include linear array, convex array and phased array with
a frequency range of approximately 2.0 MHz to 12.0 MHz.

5. Intended Use:

The device is intended for use by a qualified physician for ultrasound evaluation of
abdominal, cardiac, small parts (breast, testes, thyroid, etc.), peripheral vascular, fetal,
transrectal, transvaginal, intraoperative (abdominal, thoracic, and vascular etc. ), pediatric
neonatal cephalic, musculoskeletal (general and superficial).

6. Safety Considerations:

The DC-3/DC-3T Diagnostic Ultrasound System has been tested as Track 3 Device per
the FDA Guidance document “Information for Manufacturers Secking Marketing
Clearance of Diagnostic Ultrasound Systems and Transducers” issued in September 2008
The acoustic output is measured and calculated per NEMA UD 2 Acoustic Qutput
Measurement Standard for Diagnostic Ultrasound Equipment: 2004 and NEMA UD 3
Output Display Standard: 2004. The device conforms to applicable medical device safety .
standards, such as IEC 60601-1, IEC 60601-1-1, IEC 60601-1-2, IEC 60601-2-37 and
IS0 10993-1. '

L4

Conclusion:

“The conclusions drawn from testing of the DC-3/DC-3T Diagnostic Ultrasound System
demonstrate that the device is as safe and effective as the legally marketed predicate
devices. '
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DEPARTMENT OFHEALTH & HUMAN SERVICES : Public Health Service

Food and Drug Administraticn
9200 Corporate Boulavard

Rockville MD 20850

~ Shenzhen Mindray Bio-Medical Electronics Co., Ltd. -

% Mr. Robert Mosenkis

President _

CITECH, Medical Device Testing and Consulting DEC 12 2008
5200 Butler Pike ' -

Plymouth Meeting, PA 19462-1298

Re: K083505
Trade/Device Name: DC-3/DC-3T Diagnostic Ultrasound Systern
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II '
Product Code: TYN, IYO, and ITX
Dated: November 25, 2008
Received: November 26, 2008

Dear Mr. Mosenkis:

We have reviewed your Section 510(k) premarket notification of intent to market the device

referenced above and we have determined the device is substantially equivalent (for the

indications for use stated in the enclosure) to legally marketed predicate devices marketed i n |

' interstate commerce prior to May 28, 1976, the enactment date of the Medical Device

Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing prachce, labeling,
and prohibitions against misbranding and adulteration.

. This determination of substantial equivalence applies to the fbllowmg transducers intended for

use with the DC-3/DC-3T Dlagnostlc Ulirasound System, as described in your premarket
notification:

Transducer Model Number
6CV1 1014 (o)
3C5A 6C2 2P2

TLAA ' ' 6LE7 . 7L5
- JL6 ' 6LB7 7LT4




' Page 2 — Mr. Mosenkis -

If your dewce is c1a551ﬁed (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
- that FDA has made a determination that your device complies with other requirements of the Act .
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electromc
product radiation control prov1s1ons (Sections 531-542 of the Act); 21 CFR 1000- 1050

This letter will allow you to begin marketing your device as described in your premarket

" “notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
- contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,.

~ "Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain |

. other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda. gov/cdrh/industry/support/index.html

If you have any questions regarding the content of this letter, please contact Andrew Kang, M.D.
at (240) 276-3666. ,

Sincerely yours,

yce M. Whang, Ph.D.
Acting Director, Division of Reproductive,

- Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological I-Iealth

Enclosure(s)




Mindray Co. Ltd.- DC-3/DC-3T Diagnostic Ulirasound System

' Diagnostic Ultrasound Indications for Use Form

Systemn X Transducer
Model: DC-3/DC-3T
5100 Numbersy K 2 B3 S 0E
ﬂ ) Mode of Operation
Clinical .‘Appiwahan B M rwp | cwp D?:;:; Al;no;;::;:g ?::,:::,;;1 Other (specify)
phthalmic :
[[Fem P | P P F P P Note 1,2, 3,4
JAbdominal P P P | N P P Note 1,2, 3, 4
:;r::;;c)r:twc - Note2 3,4
Hlutmopemive (Neuro)
ILapamscopic
[Pediatric F P P | N P P P Note 1,2; 3, 4
Small organ(specify)** ] P P P P P P Note 2,3, 4
lINeonatal Cephalic P P P N P P P MNote 1,2,3,4
A dult Cephalic N N N N N N N Note 1,2, 3
Trans-rectal P P I P | P P P Note 2,3, 4
[Trans-vaginal P P | P P P P Note 2, 3
[Trans-urethral '
[Ttans-esoph.(non-
[ICard.)

usculo-skeleat P} P | P P P | P | Now234

u‘:‘:r‘;g;k"e"'  J T P P P Note 2, 3, 4
|hlrmmscular .
j(Cardiac Adult N N N N N N N _Note1.2,3
{[Cardiae Pediatric N|[NI|[N N N N N Note1,2, 3
intravascutar (Cardiac) '

rans-esoph.(Cardiac)

nira-Cardiac .
[Petipheral Vascutar P P P P P P Notel, 2,3, 4
forber (specifyy*=* P P P P P P _ Notel,2,3,4

N=new indication; P=previously cleared by FDA; E=added under Append:x E

Additional comments;:Combined modes; B+M, PW+B, Color + B, Power+ B, PW +Color+ B, Fower + PW +B.

*Intraoperative includes abdorninel, thoracic, and vascular ete,

**Small organ-breast, thyreid, testes, ete,

***Other use includes Urology.

Note 1: Tissue Harmonic Imaging. The feature does nol use contrast agents,

Note 2: Sman3D

Note 3: iScape -

Note 4: iBeam

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED}

Concurrence of CDRH, Office of Device Evaluation(OPE)

Pa)

Prescription USE (Per 21 CFR £01.109)

(

(Division Sign-0ff)
Division of Reproductive, Abdominal and

Radiological Devices

510(k) Number

Ko3355




Mindray Co. Ltd.- DC~-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System Transducer X

Model: 6CV1

5100k) Number(s) Kz23508”

!C Mode of Operation
linical Application Color | Amplitude | Combined
' Doppler ]| Doppler | (specify)

Other (specify)|

[Ophthalmic . ]
[Fetal R I » | 2 1 P | Now2s
lAbdominal l
|lintraoperative (specify)*
IIImraoperative (Neuro)

“Lapamscnpic
“Pedialric

"Small organ(specify)**
MNeonatal Cephalic
jAdult Cephalic
[Trans-rectal ] P P P P P P Note 2,3
Trans-vaginal P P P P P P Note 2,3
Trans-urethral ' ‘ '

(Trans-esoph.(non-Card.)
Musculo-skeletal Conventional

{Musculo-skeletal Superficial
.]llmxgmcular .
|[Cardiac Adult
lcardiac Pediatsic
[intravascutar (Cardiac)
rans-csoph.{Cardiac)
fintra-Cardiac '
Il}’cripheral Vascular . :
fother (specify)*+* e ler}r|] P P P | Note23
N=new indication; P=previously cleared by FDA; E=added under Appendix E
Additional comments:Combined modss: B+M, PW+B, Color + B, Power+ B, PW +Colort B, Power + FW +B.

*Intraoperative includes abdominal, thoracic, and vascular eic. '

**Small organ-breast, thyroid, Iestes, cic.

***Dther use includes Urology. .

Nole 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smarl3D ' '

Note 3: iStape

Note 4: iBeamn_

(PLEASE DO NOT WRITE BELOW 'I"HlS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation{ODE)

P

‘Prescription USE (Per 21 CFR 301.109)

Division of Reproductive, Abdominal and
Radiclogical Devices

510(k) Number __ K.Z_)ZZ,éoé




Mindray Co. Ltd.- DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System L Transducer X

Modek: 3C5A

510(k) Number(s) K odf3508

Hc ' _ . Mode of Operation - .
linical Application Color | Amplitude{ Combined
Doppler | Doppler | (specify)

Oth.er (specify)ll

Ophihalmic )
tal . plefl P =+ P i P 1 Note 1,.2.3

Abdominal P P P F P P Note 1,2,3
[[intraoperative {specify)*
“]nhmpcralivjc {Neuro)}
Il.aparoscopic

Pediatric PP} P P P P .Note 1,2,3
Small organ{specify)**
eonatal Cephalic
[Adult Cephalic .
[Trans-recial

[Frans-vaginal
[Trans-urethral
[Trans-esoph.(non-Card.)
fMusculo-skeletal Conventional
IMusculo-skeletal Superficial
Intravascular
fcardiac Adun
[Cerdiac Pediatric
Bintravascular (Cardiac)
Trans-csoph.(Cardiac)
[lntra-Cardiac . B
{Peripherat Vascular NN N N N N | Notel,2,3
EOther (specifyy*** I N NI N N N N |Notel,2,3
Ne=new indication; P<previously cleared by FDA; E=added under Appendix E '
Additional commenis:Combined modes; B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intraopérative includes abdominal, lhonmc and vascilar etc. :

**Small organ-breast, thyroid, tesies, etc

***(ther use includes Urology.

Note 1: Tissue Harmonic Jmaging. The feature does nol use conirast agents.

Note 2: Smart3D

Note 3: iScape

Note 4: iBeatn

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANQOTHER PAGE IF NEEDED) -
Concurrence of CDRH, Office of Device Evaluation(DDE) )

Prescription USE (Per 21 CFR 201.109)

(DIVISI ign-Off)
Division of Reproductive, Abdominal and

Radiological Devices :
510() Number ___ /%giéé




DC-3/DC-3T DMagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System Transducer X

Madel: TLAA

510(k) Number(s) | Kpg3$vs

Mode of Operation

linical Application Color | Amplitude| Combined

B M PWDH CWD Doppler | Doppler | (specify) Other (specify)

[ophihaimic

|[Fetal

[[Abdominal - N N N . N N N Nots2,3,4
|intraoperutive (specify)* ‘ 1

"Intraoperative {Neurg)

[Laparoscopic

[IPediatric N N N Note 2,3, 4

[iSmall organ(specify)** Note 2,3, 4

=] el V4
-

|z
-
-]
o

[[Neonatal Cephalic P P P Nete 2,3, 4

A dult Cephalic

Trans-rectal

Trans-vaginal

[Trans-urethral

Trans-esoph.(non-Card.)

iMusculo-skeletal Conventional P P P | P P P Note 2,3,4

[Musculo-skeletal Superficial . P 3 P P P P Note 2, 3, 4

[iintravascutar

|iCardiac Adult

[iCardiac Pediatric

|Entravascular (Cardiac)

[irans-esoph.(Cardiac)

[ratra-Cardiac

[IPeriphera! Vascular P P P E P P P Note 2.3, 4

IOther {specify)***

N=new indication, P=previously clearsd by FDA, E=added under Appéndix E

Additional comments: Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intraoperative includes abdominal, thoracic, and vascular etc,

**Small organ-breast, thyroid, testes, etc,

***Other use includes Urology.

Note 1: Tissue Harrhonic Imaging. The feature does not usc contrast agents.

Note 2: Smart3D

Note 3: iScape

Note 4: iBeamn

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

(Dwssion Sign
Division of Repmducﬂve Abdominal and

Rad:ologlcai Devices
510(k) Number —M



DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System Transducer x

Model: L6

510(K) Number(s) Kod3525

Mode of Operation

linical Application Color | Amplitude{ Combincd
B M | PWD [ CWD Doppler| Doppler | (specify)

Other (specify)

[Ophthalmic

fiEctal - _ -

lAbdominal - N N N N N N Note 2, 3, 4

[[Tntraoperative (specify)* '

-ﬂInizmperaﬁvs (Neuro) - - -

fiL-aparoscopic

"Pediatric

[[Small organ(specify)**

[INeonatal Cephatic

[Adult Cephalic

Trans-rectal

[Trans-vaginal

Trans-urethral

Trans-gsoph. (non-Card.)

iMusculo-skeletal Conventional P ) : ‘ Note 2, 3, 4

[Musculo-skeletal Superficial P P P P P P Note 2, 3, 4

ﬂIntravasCu.lar .

WCardiac Adnlt

[[Cardiac Pediatric

Hintravascular (Cardiac)

ﬂ}'rans—woph.((lardjac) )

[fntra-Cardiac

[Peripheral Vaseular P P P P P | P Note 2, 3, 4 ;
2i - :

Note 2,3, 4
MNote 2.3, 4.
Note 2, 3, 4

w2
glw|z
o
-1 -1 A
o
=iw|=

-
)
o
o
-]

——— e A

N=new indication; P=previously cleared by by FDA; E=added under Appendix E
Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.
*Intraoperative includes abdominal, thoracic, and vaseular etc.
**Small organ-breast, thyroid, testes, etc,
***Other use includes Urology.
' Note 1: Tissue Harmonic lmagmg The feamre does not use contrast agents.
Note 2: Smart3D
MNote 3: iScape
Note 4: iBeam

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

(Division Slgn-Off)
Divislon of Reproductive, Abdomlnal and

Radiological Devices S
§10(k) Number —M_



DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System Transducer X,

—

Model: 10L4

510(k) Number(s) Kod38o&

Mode of Operation

linical Application ‘ :
PP B M »wD | cwp Color | Amplitude Comb}ned
' Doppler | Doppler | (specify)

Orher (specify)

lbphthalmic

".Zﬁominal N N N N N N Note2,3,4
Hintracperative (specify)* ' '
[lintraoperative (Neuro)
3copic
[Pediawric N
[(Smait organ(specify)**
eonatal Cephalic p
Adult Cephalic
[Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph.(non-Card.) .
usculo-skeletal Conventional N Note 2,3, 4
Musculo-skeletal Superficial p P P ' P P P Note 2, 3, 4
ulntravascular
liCardiac Adult
ICardiac Pediatric
[intravascular (Cardiac)
[[¥rans-esoph.(Cardiac)
[itnitra-Cardiac
[Peripheral Vascular P P P p P P Note 2,3, 4
r (specify)*** . '
N=new indication; P=previously cleared by FDA; E=added under Appendix E
Additional comments:Combined modes; B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.
*Intraoperative includes abdominal, thoracic, and vascular etc.
**3mall organ-breast, thyroid, testes, etc,
***Other use includes Urology.
Note 1: Tissue Harmonic Imagmg The feature does not use contrast agents,
Note 2: Smart3D
Note 3; iScape
Note 4: iBeam

Note 2,3, 4
Note2, 3,4
Note 2,3, 4

la -]
la~3 k-1 14
-]
-]
]
|z

-
o
-]
o
o
-]

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

(Division Sigr-Ok)
Division of Reproductive, Abdominal and

Radiological Devices |
510(k) Number ____ KLOBS565




Mindray Co. Ltd.- DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form -

System Fransducer X
Model:

6C2
510(k) Number(s) Ke§3s0é

Mode of Operation

rIClinical Application - Cotor | Amplitude| Combined

B | M | PWD | CWD |y oter| Doppler | (specify)

Other (specify)

Ophthalmic

[Fetal

[Abdominal N N N N N N Note 2,3

traoperative (spccify)"'

I@nuaoperative (MNeuro)

mapmpic

[[Pediatic N | NN N | N N Note 2,3

|[Sma]l organ{specify)**

[iNeonatal Cephatic N N | wN N N N Note 2, 3

tAdult Cephalic N N M _ N N N Note 2, 3

[Trans-rectal

Trans-vaginal

[Trans-urethral

[Trans-esoph.{non-Card.)

[[Musculo-skeletal Conventional

[Musculo-skeletal Superficial

ulntravascular

[iCardise Adult N | N N N N N Note 2, 3

liCardiac Pediatric | i v | N N N N Note 2,3

hintravascular (Cardiac)

Trans-esoph.(Cardiac)

fintra-Cardiac

fPeripheral Vascular

fother (specity)*** | N | NI N N N | N | Note23

N=new indication; P=previously cleared by FDA; E=added under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW 4B,

*Intracperative includes sbdominal, thoracic, and vascular etc.

**Small organ-breast, thyroid, testes, eic..

***Dther uge includes Urology.

Note 1: Tissue Harmonic Imaging. The feature doss not use contrast agents,

Note 2; Smart3D :

Note 3: iScape

* Note 4: iBeam

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE) /

i a

Prescription USE (Per 21 CFR 801.109)

roa g ‘ i mr) |
Dwngum of Reproductive, Abdominal and
Radiological Devices

5106(k) Number 2’3 ZX 3565




Mindray Co. Ltd.- DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System ~ Transducer X

Model: 6LE7

510(k) Number(s) Ka283528

Mode of Operation

HClinical Application - . )
PP BlMm - PW CWD Coler | Amplitude| Combined

|3} Doppler} Doppler | (specify) Other (specify)

[{Ophthalmic

[Fetal N|N|N N | 0w "N Note 2,3, 4
IAbdominal
“Inu-aupmativc (specify)*
ﬂlntraopemtive {Neuro)
“Laparosct)pic
[Pediatric

“Smal] organ(specify)**
{Nconatal Cephalic
[Adult Cephalic

Trans-rectal N({N{N N N N Note 2,3, 4
[Trans-vaginal

Trans-urethral
ITrans-csoph.(non-Card.)
{Musculo-skeletal Conventional
"Muscu]o—skelct'al Superficial
"lntljamular
fiCardiac Adult
§Cardiac Pediatric
[ntravascular (CardiacY
Trans-esoph.(Cardiac)
[intra-Cardiac
|[Peripheral Vascular
[Other (specify)r+* N|N|N N- N N NoteZ, 3, 4
Nenew indication; Papreviously cleared by FDA; E=added under Appendix E
Additional comments:Combined-modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.
*Intrapperative inchrdes abdominal, thoracic, and vascuhr elc.
**Small drgan-breast, thyroid, tastes, elc,

**20Other use includes Urology. .

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agcnls
~ Nole 2: Smant3D ) .

Note 3: iScape '

Note 4: iBeam

{(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOﬁ'l'ER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluatlun(ODf) ydayi

Prescription USE (Per 21 CFR 801.109)

SrsionSign-0ft)
%)ivision ot Reproductive, Abdominal and

Radiological Devices Kcﬁ(’.zgo' <

510(k) Number ——



Mindray Co. Ltd.- DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System Transducer x

Model: 6LB7

$10(k) Number(s) Kob3se§

. Mode of Operation

lClinical Application PW Color | Amplitude | Combined
D Doppler | Doppler | (specify)

Other (specify)

AOphthalmic

etal
IAbdominal
(Intracperative (specify)*
!hnuaopm!ive {MNeuro) -

"Laparoscopic
{pediatric

[Small organ(specify)**
[Neonatal Cephalic
A dult Cephalic
[Trans-rectal N|N]N N N N Note 2,3, 4
Trans-vaginal
[Trans-urethral
[Trans-esoph.(non-Card.)
JMusculo-skeletal Conventional
[Museulo-skeletal Superficial
"intravascular
{|Cardiac Adult
Heardisc Podiatric
fintravaseular (Cardiac)
Trans-esoph.(Cardiag) .
jintra-Cardiac
fPeripheral Vascular
[loter (specifyy*** N|NIN I N} N | N Note2, 3, 4
Nencw indication; P=previously cleared by FDA; E=sdded under Appendix E
Additional comments:Combined modes: B-+M, PW-+B, Coler + B, Power + B, PW 4Colort B, Power + PW +B.

*Intraoperative includes abdominal, thoraéic, and vasculer etc.

**Small organ-breast, thyroid, testes, ¢tc,

**3Dther use inciudes Urology. _ 7

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents,

" Note 2; Smart3D
Note 3: iScape
Note 4: iBeam

(PLEASE DO NOT WRITE BELOW THiS‘UNE—CONTINUE ONANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation(OIJE)

o W

Prescription USE (Per21 CFR 801.109)

(Diviston Sign-Ofr) '

Division of Reproductive, Abdominal and
Radiological Dev

ices,
51009 Number __ K OF3585




Mindray Co. Ltd.- DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System Transducer X

Model: 3C1
510(k) Number(s) kod3sos

Mode of Operation

“linical Application ' - -
PP B | M PWi CWD Color | Amplitnde| Combined

D Doppler| Doppler | (specify) Other (specify)

flophthalmic
"I-‘ctal
labdominal ‘NIN]N N- N | N { Notel,23
“]ntmoperaliye (specify)*
,I]]ntraoperat'rve (Neuro)
“Lapamscoplc ‘ _
Pediatric N[N|N N N | N Note 1,2, 3
mall organ{specify)**
IMeonatal Cephalic
Adult Cephalic
'Trans-recté]

Trans-vagihal
[Trans-urethral
Trans-esoph.(non-Card.)
usculo-skeletal Conventional
bﬂusculo—skeletal Superficial
“]ntravascuiar _ ]
[[Cardiac Adult N|N|N 1N N N - | Notel,2,3

diac Pediatric N|N|N N N N Note 1,2,3
ntravascular (Cardiac)

[Trans-esoph.{Cardiac)

Hintra-Cardisc

H]’enphml Vascular

fother (specify)***
Nenew indication; P=previcusly clenred by FDA; E=added under Appendix E ‘
Additional comments: Combined modes: B+M, PW+B, Color + B, Power + B, PW +Colort B, Power+ PW +B.
*Intraoperative includes abdommnl thpracic, and vagcular etc.

**Small organ-breast, thyroid, testes, etc.

***Dither use includes Urolopy.

Note 1+ Tissue Harmonic Imaging. The feature doea not use contrast agent.s
Note 2: Smart3D

" Note 3: iScape
Note 4: iBeam

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CORH, Office of Device Evaluation(ODY) P

| Prescription USE (Per 21 CFR 801.109)

(Division Sign-0ff)
Division of Reproductive, Abdominal and
Radiological Devices

510(k) Number K625




Mindray Co. Ltd.~- DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System Transducer X

Model: 2P2

510(k) Number(s) _Ko@3acsS

Mode of Operation

 [lctinical Apptication T -
PP B | M PW CWD Color .| Amplitude| Combined

D Doppler | Doppler | (specify) cher(spec i)

{[Ophthalmic

"Fetal

[labdominal ¥ NIN[N[N|N N.. N ] Notel,2

[ ntraoperative {specify)*

ntraoperative {Neuro)

L aparoscopic

(IPediatric IN[N[N[ N W N N Note 1,2

“SJ“‘“’ orpan(specify)**

[INeonatal Cephalic N|NIN N N N . N Note 1,2

Adult Cephalic I N]INJN}] N | N N N Note 1, 2

Trans-rectal

Trans-vaginal

Trans-urethral

{Trans-esoph.(non-Card.)

Jiusculo-skeletal Conventional

IlMuéculo-skeletal Sﬁperﬁf:ial

IIlnlravascuIar_

l[cardiac Adult NIN|N[ N N N N Note 1,2

liCardiac Pediatric N|IN|N{ N N N | N Note 1, 2

lntravascular {Cardiac)

Trans-esoph.{Cardiac)

Pntra-Cardiac

{iPeripheral Vascular

uothﬂ-(spccify n

N=new indication; P=previously cleared by FDA; E=added under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B..

*Intraoperative includes abdominal, thoracic, and vascular ete,

**Small organ-breasi, thyroid, testes, eic.

***Orther use includes Urology.

Note 1: Tissue Harmenic Imaping. The feature does not use contrast agents.
Note 2: Smar3D i )

Note 3: iScape

Note 4: iBeam

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOT]‘[BR PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(fh/DE)

Prescription USE (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices

51000 Numiber __ /X B550.5




Mindray Co. Ltd.- DC-3/DC-3T Diagnostic Ultrasound System

Diagnoestic Ultrasound Indications for Use Form

System Transducer X

Model; 7L5

510(K) Number(s) L EFN TS

Mode of Operation

lClinica] Application Color | Amplitnde| Combined

Doppier| Doppler | (specify) | Other (Specify)

{ophthatmic

[Fetal

|Abdominal N N N N N N Note 2,3, 4

fIntraoperative (specify)*

Illnu'anpcmtive {Neuro}

Il..aparoscol:uic

ffpediarric N [ N | N N | N N Note 2, 3,4

flsmal organ(specify)** N Note 2, 3,4

4
z
Z
z
=

|Necnatal Cephaiic N N N | N N N Note 2,3,4

Aduit Cephalic

Trans-rectal

[Trans-vaginal

Trans-urethral

[Trans-esoph.(non-Card.)

Musculo-skeletal Conventional N N N N N N ] Notez3,4

{Musculo-skeletal Superficial | N | N | N N | N N Note 2, 3,4

I[lnjwasculnr

|[Cardiac Adulc

fiCardiac Pediatric

[otravascutar (Cardinc)

Trans-esoph.(Cardiac)

jilntra-Cardiac

fPeripheral Vascular N { N N N N N Note 2,3, 4

foter (specify)*+s

Ne=new indication; P=proviously cleared by FDA; E=sdded under Appendix E

Additional comments:Combined maodes: B+M, PW+B, Color + B, Fower + B, PW +Color+ B, Power + PW +B.

*Intraoperative includes abdominal, thoracic, and vascular ete.

**Small organ-breast, thyroid, testes, ete.

*£*Other use inchules Urology.

‘Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3: iScape

Note 4: iBeam

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Ceoncurrence of CDRH, Office of Device Evaluation{ODE)

Prescription USE (Per 21 CFR 801.109)

(Divisio Sign-01f) .
Division of Reproductive, Abdominal and
Radiological Devices

51000 Number __ % 08 3505




Mindray Co. Ltd.- DC-3/DC-3T Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System Transducer X

Model: 7LT4

510(k) Number(s) Ko&3 Sl

Mode of Operation

lCl_inicaI Application Color | Amplitude| Combined

Other (specify)

Doppler | Doppler | (specify)
{Ophthatmic : ' )

HFetal

IAbdominal N N N N N N - Note2,3,4

[Initraoperative {specify)* N | N N | N N | N Note'2, 3,4

ﬂlntraoper'ative {Neuro)

BPArSCOPIC

[Pediatric ' N | N N N | N N Notc 2, 3,4

lIsmall organ(specify)** N N N N N N Mote 2, 3,4
|[Ncnna£al Cephalic '

EAdult Cephatic

[Trans-rectal

[Trans-vaginal

[Trans-urcthral

{[Trans-esoph.(non-Card.)

[Museulo-skeletal Conventignal N N | N N N N Neote 2,3, 4

[Musculo-skeletat Superficial N N N - N N N Notz 2, 3, 4

“]mravascular )

fiCardiac Adult

ficardisc Pediatric

_Ihnlravasculnr (Cardiac)

[Trans-esoph.(Cardiac)

[intra-Cardiac

[Pesipheral vascular N} NN N N | N Note 2, 3, 4

Ilom (specify)***

N=ncw indication; P=previously cleared by FDA; E=added under Appendix E

Additiona) comments:Combined modes; B+M, PW+B, Color + B, Power + B, PW +Color+ B, Powcr+ PW 4B,

*Intracperative inchides abdominal, thoracic, and vascular ete.

**Small organ-breast, thyroid, testes, etc,

***Other use includes Urology,

Note 1: Tissus Hanmonic lmaging, The feature does not use contrast agents.

Note 2: Smart3D

Note 3: iScape

Note 4: iBeam.

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE If NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

(Division Sign-0ff)

Division of Reproductive, Abdominal and
Radiological Devices

510(k) Number __A 08 250




